Newborn Screening Quality Assurance Program
Quality Control Specimen Certification

Set 2 — July 13, 2015
Amino Acids Method: MSMS Derivatized — MS/MS non-kit
Total Galactose Analysis Method: PerkinEImer Neonatal Kit

ENRICHMENT LEVELS (endogenous levels not included)

Analyte Lot  Base/Low | Lot Low Lot Intermediate | Lot High Expiration Date
Alanine (umol /L whole blood) 1521 0.0 1522 2000 | 1523 400.0 1524 600.0 April 10, 2016
Arginine (umol /L whole blood) 1521 0.0 1522  100.0 | 1523 200.0 1524 300.0 April 10, 2016
Citrulline (umol /L whole blood) 1521 0.0 1522 25.0 1523 100.0 1524 250.0 April 10, 2016
Leucine (umol /L whole blood) 1521 0.0 1522 100.0 | 1523 250.0 1524 500.0 April 10, 2016
Methionine (umol /L whole blood) 1521 0.0 1522 50.0 1523 150.0 1524 250.0 April 10, 2016
Phenylalanine (pmol/L whole blood) | 1521 0.0 1522 1000 | 1523 200.0 1524 300.0 April 10, 2016
gfocgé?y'aceto”e (hmol /L whole 1521 0.0 1522 25 1523 75 1524 15.0 April 10, 2016
Tyrosine (umol /L whole blood) 1521 0.0 1522 2000 | 1523 4000 | 1524 600.0 April 10, 2016
Valine (umol /L whole blood) 1521 0.0 1522 2000 |1523 3500 | 1524 500.0 April 10, 2016
Total Galactose (mg/dL whole blood) | 1571 5.0 1522 100 | 1523 15.0 1524 30.0 April 10, 2016
ANALYTICAL INFORMATION
Lot Numbers, Mean Values (x), and 95% Confidence Limits (CL)
Mean/ Mean/ Mean/ Mean/ A
Analyte | Lot 95% CL Lot 95% CL Lot 95% CL Lot 95% CL Expiration Date
1501 %= 462.7 1522 % =645.1 1523 % =858.1 1524 % = 1035.7 .
Ala CL =399.7-525.7 CL =548.0-742.2 CL = 692.5-1023.7 CL=8573-1214.1 | APril10,2016
A %=72 % =939 % =186.3 % = 264.6 .
9 |1921 o Z36107 | %% cL=789.1080 | 2 cL=15132212 |?*  cLZ2024. 3268 | APril10,2016
: %=293 %=514 % =124.0 % = 250.2 .
cit 1521 ol Zos0336 |2 cL=4a32507 | cL=-10161464 |* cLZ2003.3002 | APrill0,2016
L % =138.6 %=232.0 % =382.0 %=617.3 .
eu 1520 ol Z11711602 | %% cL=1045.2606 | 122 cL=30574584 | %% cLZ5104.7241 | APil10,2016
M %=229 % =68.0 % = 166.4 % =257.7 .
e 1921 Cias62 |2 cL=sei798 | PP cL=12042035 | %% cL=21003055 | April10,2016
on %=773 %=179.9 % =289.1 % =390.2 .
¢ 1521 ol Ze50.807 | %% cL=1508-2000 | 122  cL=23283454 | %% L2358 4546 | APrill0,2016
%=06 z=16 %=36 %=63 .
SUAC | 1521 a8 |[%  cl=z1319 |P® cl=2845 |P*  cl=s07s April 10, 2016
T X =555 %=220.8 % = 415.4 % =585.8 .
w 1521 o Ca75 634 | %% cL=1950-2646 | 1222 cL=34504858 | °%* cL-4867.6850 | APrill0,2016
Val %=177.1 %=342.1 % =4925 %=618.3 .
a 1521 ol S1s17-2025 | 1972 cL=287.4-306.9 | 122 cL=38755074 | %*  cLZs110.7256 | APil10,2016
Total %=65 %=10.0 %=147 %=27.9 .
Gal 1921 oliss7a | PP clzeo11a [P cLz1s01es | P* cL=z238321 April 10, 2016

Note: The values provided in the above tables are for reference use only. The mean value and confidence limits (CL) are determined by CDC for each
Quality Control (QC) lot. Each participating laboratory must establish its own mean values and CL for its test method with these QC materials. Temporary
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s of mean values and CL can be determined after 10 successive, independent measurements. Slazyk WE, Hannon WH. Quality Assurance in the
Therrell BL Jr, editor. Laboratory methods for neonatal screening. Washington (DC): American Public Health




Newborn Screening Quality Assurance Program
Quality Control Specimen Certification
Set 2 —July 13, 2015

Previous Lot Transition Materials (parallel testing)

Amino Acids Method: MSMS Derivatized — MS/MS non-kit
Total Galactose Analysis Method: PerkinEImer Neonatal Kit

ENRICHMENT LEVELS (endogenous levels not included)

Analyte Lot  Base/Low | Lot Low Lot Intermediate | Lot High Expiration Date
glootg('j?a'acmse (mg/dL whole 1425 5.0 1426 100 1427 15.0 1428 30.0 August 31, 2015
Phenylalanine (Lmol/L whole blood) | 1425 0.0 1426 1000 | 1427 200.0 1428 300.0 August 31, 2015
Leucine (umol /L whole blood) 1425 0.0 1426 1000 | 1427 250.0 1428 500.0 August 31, 2015
Methionine (umol /L whole blood) 1425 0.0 1426 50.0 1427 150.0 1428 250.0 August 31, 2015
Tyrosine (umol /L whole blood) 1425 0.0 1426 2000 | 1427 400.0 1428 600.0 August 31, 2015
Valine (umol /L whole blood) 1425 0.0 1426 2000 | 1427 350.0 1428 500.0 August 31, 2015
Citrulline (umol /L whole blood) 1425 0.0 1426 25.0 1427 100.0 1428 250.0 August 31, 2015
Arginine (umol /L whole blood) 1425 0.0 1426 1000 | 1427 200.0 1428 300.0 August 31, 2015
Alanine (umol /L whole blood) 1425 0.0 1426 2000 | 1427 400.0 1428 600.0 August 31, 2015
Succinylacetone (umol /L whole
blood) 1425 0.0 1426 25 1427 75 1428 15.0 August 31, 2015
ANALYTICAL INFORMATION
Lot Numbers, Mean Values (x), and 95% Confidence Limits (CL)
Mean/ Mean/ Mean/ Mean/ A
Analyte | Lot 95% CL Lot 95% CL Lot 95% CL Lot 95% CL Expiration Date
Total %=5.2 %=97 %=14.1 %=256
Gal |M®  clzarea M ci=7ann |7 cL=131e9 [M® cL=208304 | AUUSt3L 2015
2=763 %=1716 % = 260.6 %=367.5
Phe 1425 o leoosas | 1% cL=15161916 | 4?7 cL=2280-2032 | 1% cL=3303 4047 | August3l 2015
L %=1427 % =229.0 %=3575 % =585.2
eu 1425 o Z1008 1646 | 14?0 cL=2037.2542 | 4?7 cL=3077-4073 | 1*®  cL=5120.6584 | August3l 2015
M % =214 %=60.6 %=136.2 %=221.6
o |42 o ligaose |0 cLcosasees | 1Y cL=11841541 | 14%®  cL=2011 2422 | August3l, 2015
T %=57.4 % =227.9 % =393.0 %=571.8
w 1425 ol 2502647 |10 L2000 2558 | 4?7 cL=3412 4449 | ¥ cL=4912 6525 | August3l 2015
Val % =155.6 % =315.4 % =4195 % =544.6
a 1425 o) Z1273 1839 | 14?0 cL=26483659 | 147 cL=35864803 | 14 cL=4618 6273 | August3l 2015
- % =285 %=50.3 %=114.0 % = 2432
cit 1425 o 258313 |0 cLzasaser | M%7 cL=1020.1260 | 1% cL=2221 2643 | August3l 2015
A g=11.1 %=958 %=177.1 % = 258.6
& 1425 o 22139 | ™% cLZs211005 | M%7 cL=1545 1908 | 142 cL=2327 2844 | August3l 2015
CL = 346.2-480.0 CL = 498.7-645.5 CL = 614.6-839.2 CL=8055-1025.6 | August3l 2015
SUAC | 1425 x=0.8 1426 x=16 1427 X=35 1428 X=6.5
CL=04-1.1 CL=1.2-1.9 CL=3.0-4.1 CL=57-7.3 August 31, 2015

Note: The values provided in the above tables are for reference use only. The mean value and confidence limits (CL) are determined by CDC for each Quality Control (QC)
lot. Each participating laboratory must establish its own mean values and CL for its test method with these QC materials. Temporary estimates of mean values and CL can be
determined after 10 successive, independent measurements. Slazyk WE, Hannon WH. Quality Assurance in the newborn screening laboratory. In: Therrell BL Jr, editor.
Laboratory methods for neonatal screening. Washington (DC): American Public Health Association, 1993:23-46.



